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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS. 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) f^/IONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent tenm adjustment. See 37 CFR 1.704(b). 

Status 

1 )n Responsive to communication(s) filed on OSAuoust 2005 , 
2a)\3 This action is FINAL. 2b)^ This action is non-final. 

3) n Since this application is in condition for allowance except for fomnal matters, prosecution as to the nnerits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11. 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 38-87 is/are pending in the application. 

4a) Of the above clainn{s) none is/are withdrawn from consideration. 

5) 0 Claim(s) ' is/are allowed. 

6) S Claim(s) 38-43 and 45-48 is/are rejected. 

7) ^ Claim{s) 44 is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10) 0 The drawing(s) filed on is/are: a)n accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing{s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121(d). 

11) 0 The oath or declaration is objected to by the Examiner. Note the attached Office Action or fomn PTO-152. 

Priority under 35 U.S.C. § 119 

12) n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 .D Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list' of the certified copies not received. 
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DETAILED ACTION 

Status of the claims 
Claims 38-48 are pending. 
The amendment filed 8/8/05, which amends claims 38-44, has been entered. Also, 
applicants' request for extension (filed 8/8/05) of time for three months has been entered. Note 
that claims 1-37 were canceled by applicants' amendment filed 12/2/04. 

Thus, the following Office action is applied to the pending claims 38-47. Please note that 
grounds of objection and/or rejection not explicitly restated and/or set forth below are 
withdrawn. 

IDS 

The references cited in the IDS filed 3/23/05 and the IDS filed 3/22/05 have been 
considered by Examiner. 

Claim Rejections - 35 USC §102 

The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 38-39, 43 and 45 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Mausner, J. (US Pat. No. 5254331) as is evidenced by the fact that ascorbyl palmitate has 
surfactant property shown by Palma et al. {Eur, J. Pharmaceut, ScL (2002) 16, 37-43). 

In the patent claim 1, Mausner teaches a skin cream composition comprising human 
serum albumin (see item (i)); and in the patent claim 2, Mausner teaches that said composition 
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further comprises glyceryl arachidonate which has an inherent property of a skin cleansing agent 
when applied to skin. Also, in Table I, Mausner teaches that said skin cream comprises ascorbyl 
palmitate, which acts like surfactant (Pahna et al. reference) wherein the surfactant, e.g., 
detergent is well-known cleansing agent absent factual indicia to the contrary {note that soap is a 
surfactant, see the attachment). The Mausner's teachings therefore anticipate instant claims 39, 
38 and 45. 

On column 7, line 3, Mausner teaches that the protein complex comprises about 28% 
serum protein (note that the patent claim 1 sets forth that the serum protein is human serum 
albumin), Jn the patent claim 1, item d, Mausner teaches that the protein complex comprises 
about 6.9% of said composition, i.e., the human serum albumin comprises 1.9% of said 
composition which is resulted from calculation: 6.9% x 28% = 1.9%. The resuU 1.9% is 
equivalent to 1.9 g/lOOg, or approximately to 1.9 g per 100 ml of said skin cream composition, 
i.e., 19 mg/ml of the human serum albumin in said composition, which meets the limitation "1 to 
250 mg/ml" of human serum albumin set forth in claim 43. Thus, the above Mausner's teaching 
anticipates instant claim 43. 

Response to the rejection under USC 35 102(b) 

The response filed 8/8/05 argues submits that the amended claims are directed to 
allowable subject matter. The applicants' argxmient is unpersuasive because the independent 
claims 39 and 45 as written are anticipated by the references stated above. It is of note that the 
current invention is directed to a composition comprising human serum albumin and a surfactant 
or detergent (soap is a surfactant or detergent) and that preambles, e.g., cleansing and 
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hypoallergenic, have little patentable weight to the claimed composition, absent factual indicia to 
the contrary. 

The followinss are the new sround of rejection. 

Claim Rejections - 35 USC §103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

A patent may not be obtained though the invention is not identically disclosed or described as set forth in section 102 
of this title, if the differences between the subject matter sought to be patented and the prior art are such that the subject matter as 
a whole would have been obvious at the time the invention was made to a person having ordinary skill in the art to which said 
subject matter pertains. Patentability shall not be negatived by the manner in which the invention was made. 

This appHcation currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was conunonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obHgation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claims 38-40, 43 and 45-46 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Mausner, J. (US Pat. No. 5254331) taken with Carter et al. (US Pat. No. 6787636), further 
in view of the fact that ascorbyl palmitate has surfactant property shown by Pahna et al (Eur. J. 
Pharmaceut. Sci. (2002) 16, 37-43), and the fact that nickel metal is harmful for cosmetic 
preparation (Barczac, C. (1995) The Hazards of Cosmetics, pages 1-5): 
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The Mausner et al. teachings are applied to instant claims 38-39, 43 and 45 have been set 
forth in the above statement. 

Mausner et al. does not expressly teach that the human serum albumin is recombinantly 
produced. 

Carter et al. teach that the recombinantly produced human serum albumin (rHSA) can be 
used safely and effectively as a cosmetic component (see column 3, lines 51-58), as applied to 
instant claims 40 and 46. 

It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to prepare the cleansing composition comprising rHSA which substitutes for naturally- 
occurring HAS and a surfactant which acts like soap. One skilled in the art would have been 
motivated to do this because the Carter's rHSA comprising structural modification at metal 
binding site Vl-region is so generated in order to reduce or eliminate unwanted binding of trace 
metals ( free of trace metals) , e.g., nickel and copper (see column 4, lines 14-45). It has been 
known that the nickel compound can cause skin rash when used in cosmetics (see the attachment 
"The Hazards of Cosmetics'\ page 4). Hence, the skilled artisan would have substituted rHSA for 
natural serum albumin for use in formulation of the said cleansing composition. 

Therefore, the claimed invention was prima facie obvious to make and use the invention at 
the time it was made. 

Claims 39-43 and 45-48 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Nielsen et al. (Biochem. Biophys. Acta (2000, June) 1479, 321-331) taken with Carter et al. (US 
Pat. No. 6787636), and further in view of the fact that nickel metal is harmful for cosmetic 
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preparation (Barczac, C. (1995) The Hazards of Cosmetics ^ pages 1-5); wherein sodium laureth 
sulfate taught by Nielson et al. has inherent property of acting as detergent cleansing agent 
shown by Paula Begoun-the cosmetics cop (2005) Cosmetic ingredient dictionary, ''sodium 
laureth sulfate " section, page 2). 

In '''Materials and methods'''' section, Nielsen et al. teach a composition comprising a 
bovine serum albumin (BSA), and a detergent sodium laureth sulfate, wherein said detergent is 
dissolved in buffer solution comprising 20 mM Tris, 100 mM NaCl at pH7.0. The composition is 
qualified for a cleansing composition since the sodium laureth sulfate is a detergent cleansing 
agent (see page 2 of the Paula Begoun-the cosmetics cop reference). The Nielsen et al. teachings 
are appHed to instant claims 39, 41, 45 and 47. It is of note that the detergent cleansing agent is a 
kind of soap. 

Nielsen et al teach that the said albumin protein of 100 \iM which is equivalent to 6.7 
mg/ml (in view of BSA molecular weight is about 67,000 daltons) is dissolved in the solution 
comprising 4mM sodium laureth sulfate (i.e., 1.15 mg/ml sodium laureth sulfate in light of 
molecular weight of sodium laureth sulfate is about 288 daltons), which is applied to instant 
claims 42-43. 

Please note that " cleansing agent " has been given itself patentable weight in claim 37 and 
that the current claim language as written is broadly dravra to encompassing any type of 
detergent cleansing agent. Also, note that the preambles 'for skin or hair'' after "composition", 
and "cleansing" before "composition" (claim 39, 38 and 40-44), and "hypoallergenic cleaning" 
before "composition" (claims 45-48) are considered to have Httle patentable weight. This is 
because structural feature is inherent property of a biomolecule; the above-stated fiinctional 
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preambles "cleansing" and "hypoallergenic cleansing" would not alter property/components of 
the claimed composition. It is of note that products of identical chemical composition cannot 
have mutually exclusive properties . A chemical composition and its properties are inseparable. 
Therefore, if the prior art teaches the identical chemical structure, the properties applicant 
discloses and/or claims are necessarily present. In re Spada 15 USPQ2d 1655, 1658 (Fed. Cir. 
1990). See MPEP 2112.01. 

The above-mentioned Nielsen et al. teachings, however, does not expressly teach that the 
serum albumin is recombinantly produced himian serum albumin. 

Carter et al. teach that the recombinantly produced human serum albumin (rHSA) can be 
used safely and effectively as a cosmetic component (see column 3, lines 51-58), as appUed to 
instant claims39-43 and 45-48. 

It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to prepare a cleansing composition comprising rHSA which substitutes for natural 
BSA and the said sodium laureth sulfate - a detergent cleansing agent, which acts like soap. One 
skilled in the art would have been motivated to do this because the Carter's rHSA comprising 
structural alteration at metal binding site Vl-region which is generated so as to reduce or 
eliminate unwanted binding of trace metals (free of trace metals) , e.g., nickel and copper (see 
column 4, lines 14-45). It has been known that the nickel compound can cause skin rash when 
used in cosmetics (see the attachment "The Hazards of Cosmetics'\ page 4). Hence, the skilled 
artisan would have substituted the said rHSA for natural serum albumin (BSA) for use in 
formulation of the said cleansing composition. 
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Therefore, the claimed invention was prima facie obvious to make and use the invention at 
the time it was made. 

NOTE: Claim 44 is objected to as being dependent upon a rejected base claim 39, but 
would be allowable if rewritten in independent form including all of the limitations of the base 
claim and any intervening claims. 

Conclusion 
No claims are allowed 
Any inquiry concerning this communication or earlier. communications from the 
examiner should be directed to Samuel Wei Liu whose telephone number is57 1-272-0949. The 
examiner can normally be reached from 9:00 a.m. to 5:30 p.m. on weekdays. If attempts to reach 
the examiner by telephone are unsuccessful, the examiner's supervisor, Weber, Jon, can be 
reached on 571-272-0925. The fax phone number for the organization where this application or 
proceeding is assigned is 703 308-4242 or 703 872-9306 (official) or 703 872-9307 (after final). 
Any inquiry of a general nature or relating to the status of this application or proceeding should 
be directed to the receptionist whose telephone number is 703 305-4700. /^\ 



Samuel Wei Liu, Ph.D. 
October 19,2005 





